
December 22,2004 

U.S. Food and Drug Administration 
Office of Nutritional Products Labeling and Dietary Supplements (HFS-810) 
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Center for Food Safety and Applied Nutrition 
200 C Street SW 
Washington, D.C. 20204 

d AN 7 2005 

Re: Notification for Statement on Dietary Supplement Labels 

Dear Sir or Madam, 

Notice is hereby given pursuant to the requirements of section 403(r)(6) of The Federal Food Drug and 
Cosmetic Act, and in accordance with the authorized provisions of 21 CFR 101.93, that Dolisos America, 
Inc., Las Vegas, Nevada, has made statements of “nutritional support” as follows: 

Product Name: 

wih anti-aging hnw 

MENOPAUSE 
Label Statements: . 
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Promotes Natural Hormonal Balance 
Helps Relieve Symptoms of Hot Flashes and Irritability 
Naturally promotes normal hormonal balance 
Aids in the relief of symptoms such as hot flashes and irritability 
Promotes healthy bone growth and density with Calcium and Vitamin D 
The Anti-Aging factor is an all-natural combination of anti-oxidants designed 
to help slow the common signs of aging. 
The scientifically advanced combination of Vitamin E, Selenium and 
Polygonum CuspidatumlResveratrol help support the essential cells that 
maintain good bones, cardiovascular and nervous system health. 
Youthful EffectsTM Menopause formula combines two of the best-known 
extracts for natural, healthy menopausal support - Black Cohosh and Soy. 

The undersigned hereby certifies on behalf of Doiisos America, Inc., subsidiary of Pierre Fabre, that the 
information contained in this correspondence is complete and accurate. 

Sincerely, 

Michael Rutledge 
Vice President of Operations 

MR/km 3. 

.- 
Pierre Fabre 

DOLISOS AMERICA, INC. 
3014 Rigel Avenue, Las Vegas, NV 89102 Tel: (702) 871-7153 Toll Free: (800) 365-4767 Fax: (702) 871-9670 

www.dolisosamerica.com E-mail: receptionQdolisosamerica.com 
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DIRECTIONS: 
Take 2 tablets witha full glass of water 
each day. 

WARNING: 
If pregnant or breast-feeding, consult a 
health professional before use. Women 
who have been advised against 
hormone replacement therapy should 
consult a health professional before 
using this product. Keep out of the 
reach of children. 

TAMPER EVIDENT FEATURE: 
The enclosed bottle has an inner seal 
with a shrink-wrap neck band imprinted 
with”Sealed ForYour Protection.” Do not 
use if either is broken or missing. 
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l Naturally prom&es normal 
hormonal balance* 

l Aids in the relief of symptoms 
such as hot flashes and irritabiliw 

l Promotes healthy bone growth 
and density with Calcium and 
Vitamin D* 

Y&.&f& EiWtP with Anr!-Aging fvtior Is 
Q full line ofproducts s~c~ci~l~desjgned to 
provide support for people in the prime of 
their lives. 
The Anti-Aging Factor is cm all-natural 
combination of ontl-o@danfs desk 
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help slow the common signs o aging. 
Oxidation or damage of important cell 
membranes con often be attributed m  poor 
diet, over exposure to the sun, and time. The 
scientificaNy advanced combination of 
vitamin E, Wen~um and Polygonurn 
Cusptdotum/Resvera~ro~ help support the 
essential cells that maintain good bones, 
cordiovasculorandnervous system health. 
Recapture your fluth.. . from the inside, out. +  

These statements have not been evaluated by the 
:ood and Drug Administration. This product is not 
ntendad to diagnose. treat, cum or prevent any disease. 

tienopause-related symptoms such as hot 
Rashes, irritability, and the onset of bone 
toss typically occur as a result of changes in 
Estrogen and hormonal levels as we age. 
Symptoms may occur at varying ages and 
Youthful Effects”” MENOPAUSE has been 
created to safely and effectively be used 
during any stage of the menopause cycle. 
Youthful Effects”” MENOPAUSE formula 
combines two of the best-known extracts 
for natural, healthy menopausal support 
and balhnce - Black Cohosh and Soy.” 

DIRECTIONS: 
~12$blets with a full glass of water 

WARNING: 
If pregnant or breast-feeding, consult a 
health professional before use. Women 
tibo have been advised a ainst 

R hormone replacement therapy s ould 
tonsuIt a ‘health profestional before 
using this product. Keep out of the 
reach of children. 
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l This statement has not been evaluated by the Food 
and Drug Administration. This product is not intended 
to diagnose. treat. cure or prevent any disease. 

MENOPAUSE 


